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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). I n no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 1 7 December 2003 . 
2a)[El This action is FINAL. 2b)[J This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [E1 Claim(s) 1:9 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 7-9 is/are rejected. 
?)□ Claim(s) is/are objected to. 

3)\Z\ Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: 3)0 accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawlng(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 3S U.S.C. § 1 1 9 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received In Application No. . 

3. n Copies of the certified copies of the priority documents have been received In this National Stage 

application from the International Bureau (POT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 7-9 are currently pending in this application. 



Claim Objections 

Claim 9 is objected to because of the following informalities: Claim 9 depends from 
claim 9. Correction is required. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 7-9 are rejected under 35 U.S.C. 103(a) as being obvious over Vann WF (FEMS 
Microbiology Lett., 1995, Vol. 128(2):163-166 ) or Steenbergen et al. (J.Bacteriol, 1992, Vol. 
174(4):1099-1108)and VanDijk et al. (Analytical Biochem., 1981, Vol. 117(2):346-353). This 
rejection is based on the pubhc availability of a printed documents. Claims 7-9 of the instant 
apphcation are drawn to a method of making polysialic acid product linked through a 2,8/2,9 
linkage by contacting a siahc acid acceptor and a CMP-sialic acid donor with a 2,8/2,9- 
polysialyltransferase isolated from Exoli K92 for sequentially sialylating the siahc acid acceptor 
with CMP siahc acid donor followed by the step of removing the released CMP by treatment 
with alkaline phosphatase. It is well recognized in the art that the above strain of E.coli produces 
a unique polysialyltransferase which links sialic acid monomers through an aUemate a 2,8/2,9 
linkage. The above two references of Vann and Steenbergen et al. teach the purification and 
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characterization of the polysialyltransferase from E.coli K92 and describes the method of making 
polysialic acid product by contacting a siaHc acid acceptor and a CMP-siahc acid donor with a 
2,8/2,9-polysialykransferase isolated from Exoli K92 for sequentially sialylating the siahc acid 
acceptor with CMP siaUc acid donor. However, both the above references use of steps of paper 
filtration and chromatography methods to separate the product formed as opposed to the step of 
removing the released CMP by treatment with alkahne phosphatase as claimed in the instant 
claims. 

The reference of Van Dijk et al. teaches the use of alkahne phosphatase enzyme for 
removal of nucleotide phosphate and specifically from CMP nucleotide in a CMP-siaUc 
hydrolase assay. Thus it appears that the use of phosphatase enzyme to remove the nucleotide 
sugars was well known in the art. 

Therefore, combining the teachings of the above two references, it would have been 
obvious to those skilled in the art, specifically those involved in developing an altemate method 
to the filtration method of making a polysialic acid product as described by Vann or Steenbergen 
et al, and to collect the actual polysialic acid product formed, to treat the reaction mixture with 
alkaline phosphatase to remove the CMP side product. One of ordinary skiU in the art would be 
motivated to do so because by treating the reaction mixture with alkaline phosphatase enzyme 
there is no loss of product formed and the product can be collected, further purified and used for 
several practical apphcations. One of ordinary skill in the art would have a reasonable 
expectation of success since Vann and Steenbergen et al. already put in place a method of 
making the polysialic acid product and Van Dijk et al. suggest the use of alkaline phosphatase to 
remove the nucleotide sugars side product formed. 

Therefore the claimed invention would have been prima facie obvious to one of ordinary 
skill in the art. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

Conclusion 

None of the claims are allowable. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Apphcant is reminded of the extension of time pohcy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Manjunath N. Rao, Ph.D. whose telephone number is 571-272-0939. The 
examiner can normally be reached on 6.30 a.m. to 3.00 p.m. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Ponnathapura Achutamurthy can be 
reached on 571-272-0928. The fax phone numbers for the organization where this application or 
proceeding is assigned are 703-308-4242 for regular communications and 703-308-4242 for 
After Final communications. Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose telephone number is 571- 
272-1600. 




Manjunath N. Rao 
March 18, 2004 



